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"The MAILING DATE of this communication appears on the cover sheet with the correspondence address 

THE REPLY FILED 03 October 2005 FAILS TO PLACE THIS APPLICATION IN CONDITION FOR ALLOWANCE. 

1. 1^ The reply was filed after a final rejection, but prior to or on the same day as filing a Notice of Appeal. To avoid abandonment of 

this application, applicant must timely file one of the following replies: (1) an amendment, affidavit, or other evidence, which 
places the application in condition for allowance; (2) a Notice of Appeal (with appeal fee) in compliance with 37 CFR 41.31; or 
(3) a Request for Continued Examination (RCE) in compliance with 37 CFR 1.114. The reply must be filed within one of the 
following time periods: 

a) n The period for reply expires months from the mailing date of the final rejection. 

b) ^ The period for reply expires on: (1 ) the mailing date of this Advisory Action, or (2) the date set forth in the final rejection, whichever is later. In no 

event, however, will the statutory period for reply expire later than SIX MONTHS from the mailing date of the final rejection. 

Examiner Note: If box 1 is checked, check either box (a) or (b). ONLY CHECK BOX (b) WHEN THE FIRST REPLY WAS FILED WITHIN TWO 

MONTHS OF THE FINAL REJECTION. See MPEP 706.07(f). 
Extensions of time may be obtained under 37 CFR 1 .136(a). The date on which the petition under 37 CFR 1 .136(a) and the appropriate extension fee have 
been filed is the date for purposes of determining the period of extension and the corresponding amount of the fee. The appropriate extension fee under 37 
CFR 1 .1 7(a) is calculated from: (1 ) the expiration date of the shortened statutory period for reply originally set in the final Office action; or (2) as set forth in (b) 
above, if checked. Any reply received by the Office later than three months after the mailing date of the final rejection, even If timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 
NOTICE OF APPEAL 

2. QThe Notice of Appeal was filed on . A brief in compliance with 37 CFR 41.37 must be filed within two months of the date 

of filing the Notice of Appeal (37 CFR 41 .37(a)), or any extension thereof (37 CFR 41 .37(e)), to avoid dismissal of the appeal. 
Since a Notice of Appeal has been filed, any reply must be filed within the time period set forth In 37 CFR 41.37(a). 
AMENDMENTS 

3. B The proposed amendment(s) filed after a final rejection, but prior to the date of filing a brief, will not be entered because 

(a) 13 They raise new issues that would require further consideration and/or search (see NOTE below); * 

(b) n They raise the issue of new matter (see NOTE below); 

(c) |3 They are not deemed to place the application in better form for appeal by materially reducing or simplifying the issues for 

appeal; and/or 

(d) 0 They present additional claims without canceling a corresponding number of finally rejected claims. 

NOTE: . (See 37 CFR 1.116 and 41.33(a)). 

4. □ The amendments are not in compliance with 37 CFR 1.121. See attached Notice of Non-Compliant Amendment (PTOL-324). 

5. □ Applicant's reply has overcome the following rejection(s): . 

6. □ Newly proposed or amended claim(s) would be allowable if submitted in a separate, timely filed amendment canceling 

the non-allowable claim(s). 

7. 13 For purposes of appeal, the proposed amendment(s): a) ^ will not be entered, or b) □ will be entered and an explanation of 

how the new or amended claims would be rejected is provided below or appended. 

The status of the claim(s) is (or will be) as follows: 

Claim(s) allowed: none . 

Claim(s) objected to: 20. 

Claim(s) rejected: 15-23.25 and 26 . 

Claim(s) withdrawn from consideration: . 

AFFIDAVIT OR OTHER EVIDENCE 

8. □ The affidavit or other evidence filed after a final action, but before or on the date of filing a Notice of Appeal will not be entered 

because applicant failed to provide a showing of good and sufficient reasons why the affidavit or other evidence is necessary 
and was not earlier presented. See 37 CFR 1.116(e). 

9. □ The affidavit or other evidence filed after the date of filing a Notice of Appeal, but prior to the date of filing a brief, will not be 

entered because the affidavit or other evidence failed to overcome aH rejections under appeal and/or appellant fails to provide a 
showing a good and sufficient reasons why it is necessary and was not earlier presented. See 37 CFR 41.33(d)(1). 

10. □ The affidavit or other evidence is entered. An explanation of the status of the claims after entry is below or attached. 
REQUEST FOR RECONSIDERATION/OTHER 

11. 13 The request for reconsideration has been considered but does NOT place the application In condition for allowance because: 

see attached . 

12. □ Note the attached Information Disclosure Statement(s). (PTO/SB/08 or PTO-1449) Paper No(s). - j. q 

LYieTER.F.SM^^ 
iUPERVISORYPAlENT EXAMINED 
TECHNOLOGY CENTER 1600 
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ADVISORY 

1 , Claims 15-23, 25 and 26 are pending and under examination. Claims 1-14 and 
24 have been canceled. The status of claim 20 was inadvertently left out of the 
previous office action. Claim 20 is objected to for depending on rejected based claims. 
The examiner regrets this over sight. 

Please note the following. Newly submitted claims 25 and 26, by way of 
amendment are directed to an invention that is independent or distinct from the 
invention originally claimed. Claims 25 and 26 are not as originally presented. 
Previously the claims were drawn to a product and currently the claims are drawn to two 
different methods and the examiner is examining product claims. Thus the amendment 
will not be entered. 



Objections/Rejections Maintained 

2. The objection to the specification is maintained for the reasons set forth in the 
previous office action on page 3. Applicant has amended the specification, however 
applicant has not removed all embedded hyperlinks. 

3. The rejection of claims 15-19, 21-23, 25 and 26 under 35 U.S.C 102(b) is 
maintained for the reasons set forth in the previous office action (page 8). 
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The rejection was on the ground that Lessens et al disclose a frozen dessert 
based on an ice cream containing lactic acid bacteria for the treatment and/or the 
prevention of gastrointestinal disorders and for strengthening the human immune 
system (abstract). Lessens et al disclose that the ice cream comprises more than 10® 
cfu/g of lactic acid bacteria, it being possible for the said bacteria to be chosen from the 
groups of acidophilic bacteria consisting of Lactobacillus acidophilus, Lactobacillus 
gasseri, Lactobacillus rhamnosus and Lactobacillus casei among others (column 2, 
lines 41-64). 

Because the prior art exemplifies the applicant's claimed composition in relation 
to Lactobacillus gasseri and Lactobacillus acidophilus, the claimed physical 
properties relating to the bacteriological characteristics are inherently present in the 
prior art. Absent an objective evidentiary showing to the contrary, the addition of the 
claimed physical property to the claim language fails to provide patentable distinction 
between the claimed invention and the prior art record. Claims 1-11, 13 and 14 disclose 
the same or equivalent strain, which inherently comprises the same or equivalent 
characteristics. By all comparable data the Lactobacillus gasseri and Lactobacillus 
acidophilus of the prior art are the instantly claimed sub-cultured offspring thereof or a 
mutant derived therefrom because they are the same genus and specie. 



Applicant urges that a) the specification teaches that prior art strains differ from 
the six strains covered by claim 15, b) the comparative data of strains from the same 
species show that "B6T7" the only Lactobacillus acidophilus strain recited in claim 15, 
has a cholesterol assimilation, after growth in MRSO broth, greater than that of the 
compared prior art strains of the same species, c) the Lactobacillus gasseh strains 
recited in claim 15, all have greater cholesterol assimilation than that of the compared 
prior art strain of the same species, d) the compared prior art strains do not have the 
same "physical properties relating to the bacteriological characteristics" of the six 
specific isolated strains of claim 15 and e) the mere mention of the claimed species is 
not a valid basis for "inherent anticipation". 

It is the examiner's position that the claims are drawn to a composition (an 
isolated Lactobacillus strain). Limitations such as to prevent gastrointestinal disorders 
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and/or to strengthen the immune system are being viewed as intended use and 
therefore holds no patentable distinction on the claimed composition. The 
characteristics of the claimed Lactobacillus strains are inherently the same as the 
characteristics of the Lactobacillus strains of the prior art. While applicants have 
disclosed comparative data between the claimed species and prior art of their choice in 
the instant specification, there has been no distinction made via a side-by-side 
comparison to show that the lactobacillus of the instant application is any different from 
the cited prior art. It is not clear which strain from Table 5 correspond to that of Lessons 
et al. How do they compare? Since the Office does not have the facilities for examining 
and comparing applicants' composition with the composition of the prior art, the burden 
is on applicant to show a novel or unobvious difference between the claimed product 
and the prior art. See In re Best . 562 F.2d 1252, 195 USPQ 430 (CCPA 1977) and In re 
Fitzgerald et al. . 205 USPQ 594. 



4. The rejection of claims 15-19, 21-23, 25 and 26 under 35 U.S.C 102(e) is 

maintained for the reasons set forth on page 1 1 of the previous office action. 

The rejection was on the ground that Sobol et al disclose an invention that uses 
probiotics that have been used to therapeutically lower cholesterol (0008). The 
bacterial genera most often used in the field of probiotics are lactic acid bacteria, 
particularly Lactobacillus sp. and Bifidobacterium sp. (0006). Preferred strains of 
lactobacilli to be used include, but are not limited to, lactobacillus acidophilus, 
Lactobacillus bifudus, Lactobacillus brevis, Lactobacillus bulgaricus, Lactobacillus 
delbrucki, Lactobacillus casei, Lactobacillus cellobiosus, Lactobacillus fermentum, 
Lactobacillus gasseri, Lactobacillus germentum, Lactobacillus helveticus, Lactobacillus 
johnsoni, Lactobacillus lactis, Lactobacillus leichimanii, Lactobacillus plantarum, 
Lactobacillus reuteri, Lactobacillus rtiamnosus, Lactobacillus sake, Lactobacillus 
salivaroes, Lactobacillus thermophilus and Lactobacillus xylosus (0050). Streptococci 
strains to be used include Streptococcus lactis, Streptococcus cremoris, streptococcus 
diacetylactis, Streptococcus thermophilus and Streptococcus faecium (0052). Sobol et 
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al disclose that probiotic preparations on the market appear in various forms: in dairy 
products, processed into a product such as chewing gum, pills, capsules, etc., 
suspended in milk, freeze-dried or air-dried. Fermented milk (yogurt) and cheese are 
the most common foods with probiotics. Lastly, Sobol et al disclose other forms of 
probiotic preparations are freeze-dried or air-dried and they are available in tablets and 
in capsules (0010). 

Because the prior art exemplifies the applicant's claimed composition in relation 
to Lactobacillus gasseri and Lactobacillus acidophiluis, the claimed physical 
properties relating to the bacteriological characteristics are inherently present in the 
prior art. Absent an objective evidentiary showing to the contrary, the addition of the 
claimed physical property to the claim language fails to provide patentable distinction 
between the claimed invention and the prior art record. Claims 1-14 discloses the same 
or equivalent strain, which inherently comprises the same or equivalent characteristics. 
By all comparable data the Lactobacillus gasseri and Lactobacillus acidophiluis of the 
prior art are the instantly claimed sub-cultured offspring thereof or a mutant derived 
therefrom because they are the same genus and specie. 



Applicant urges that a) the specification teaches that prior art strains differ from 
the six strains covered by claim 15, b) the comparative data of strains from the same 
species show that "B6T7" the only Lactobacillus acidophilus strain recited in claim 15, 
has a cholesterol assimilation, after growth in MRSO broth, greater than that of the 
compared prior art strains of the same species, c) the Lactobacillus gasseri strains 
recited in claim 15, all have greater cholesterol assimilation than that of the compared 
prior art strain of the same species, d) the compared prior art strains do not have the 
same "physical properties relating to the bacteriological characteristics" of the six 
specific isolated strains of claim 15 and e) the mere mention of the claimed species is 
not a valid basis for "inherent anticipation". 

It is the examiner's position that the claims are drawn to a composition (an isolated 
Lactobacillus strain). Limitations such as to prevent gastrointestinal disorders and/or to 
strengthen the immune system are being viewed as intended use and therefore holds 
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no patentable distinction on the claimed composition. The characteristics of the claimed 
Lactobacillus strains are inherently the same as the characteristics of the Lactobacillus 
strains of the prior art. While applicants have disclosed comparative data between the 
claimed species and prior art of their choice in the instant specification, there has been 
no distinction made via a side-by-side comparison to show that the lactobacillus of the 
instant application is any different from the cited prior art. It is not clear which strain 
from Table 6 correspond to that of Sobol et al. How do they compare? Since the Office 
does not have the facilities for examining and comparing applicants' composition with 
the composition of the prior art, the burden is on applicant to show a novel or unobvious 
difference between the claimed product and the prior art. See In re Best. 562 F.2d 
1252, 195 USPQ 430 (CCPA 1977) and In re Fitzgerald et al. . 205 USPQ 594. A. 



Conclusion 

5. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lakia J. Tongue whose telephone number is 571-272- 
2921 . The examiner can normally be reached on Monday-Friday 7-3:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Lynette Smith can be reached on 571-272-0864. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




